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807.87(h) 510(k) Summary JNI821

As required by Section 807.92 (a)

(1) DATE OF PREPARATION: 2010-6-9

This summary of 510(k) safety and effectiveness information is being submitted in accordance
with the requirements of SMDA 1990 and 21 CFR 807.92. NovoTwist needle meets all
applicable product and quality standards for hypodermic single lumen needle products.

SUBMI'IT7ER'S NAME AND ADDRESS:

Novo Nordisk Inc. Contact Person:
100 College Road West Cindy Cao, Ph. D.
Princeton, New Jersey 08540 Tel: 609-987-3914

Fax: 609-987-3916

(2) NAME OF DEVICE:

Proprietary Name: NovaTwist® needle
300 x 8mm
320 Tip x 5mm

Common or usual name: Sterile disposable hypodermic needle
Classification: Hypodermic single lumen needle (21 CFR 880.5570)
Class: Class II

(3) SUBSTANTIAL EQUIVALENCE:

NovaTwist® 300 and 320 Tip needles are disposable needles which are substantially equivalent
to the Novo Nordisk's NovoFine® 320 Tip (0.23/ 0.25 mm) x 6 mm disposable needle, cleared
under 5 10(k) K(062500 and K(09011I1, tothe NovaFine® Autacovero 30G x 8 mm disposable
needle, cleared under 5 10(k) K(050106, and tothe BD Pen needle, cleared under 5 10(k) K051899.

The term "substantial equivalence" as used in this 5 10(k) notification is limited to the definition
of substantial equivalence as found in the Federal Food, Drug, and Cosmetic Act, as amended and
supplied under 21 CFR 807, Subpart E under which a device can be marketed without pre-market
approval or reclassification. A determination of substantial equivalency under this notification is
not intended to have any bearing whatsoever on the resolution of patent infr-ingement Suits or any
other patent matters. No statement related to, or in support of substantial equivalence herein shall
be construed as an admission against interest under the US patent laws or their applications by the
court
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807.87(h) 510(k) Summary (continued)

(4) DEVICE DESCRIPTION:

NovaTwist needle is designed for single use in conjunction with Nova Nordisk injection
delivery devices built with bayonet coupling. Prior to giving an injection, the protective tab is
removed from the outer needle cap of the single-use disposable needle. With the disposable
needle remaining in the outer needle cap, it is then pressed onto the injection delivery device with
a bayonet coupling and twisted a quarter of a revolution until tightness and a confirmatory click is
heard. Then the outer and inner caps of the needle are removed. Injection is performed by
following the procedure described in the User Manual provided with the pen injection device and
histructions from your health care professional.

After the injection, the needle is removed from the skin. The needle is detached from the
injection device and disposed of in accordance with national/local regulations. For each
subsequent injection, another disposable needle must be used. Function checks for the delivery
device can be performed with the NovoTwist® needles by using the needle cap.

The NovoTwist® needle is used in exactly the same manner as the NovoFine® and the BD Pen
needle except it is built with an improved attachment mechanism. NovoTwist® needle is attached
to the delivery device via a bayonet thread. This allows the user to press down and twist the
needle a quarter of a revolution instead of tightening through several revolutions as with the
NovoFine® needle, BD pen needle, and many other commercially marketed hypodermic needles
that operate on the same principles. This improved mechanism is intended to reduce the
attachment time. In addition, users can hear a confirmatory click when the NovoTwist® needle is
attached correctly to the device. This user friendly feature is designed to ensure the needle is
attached to the device correctly before beginning the injection.

(5),INTENDED USE:

N4~~tvOTsA-t® needles are ~intendedt fo s ihpnijco eiesfo-r the suibcu-taneos injetio

of ins"liraolutide and somatropin.

(6) TECHNOLOGICAL CHARACTERISTICS:

The NovoTwist® needle is considered substantially equivalent to the NovoFine4'32G Tip needles,
the NovoFine® Autocovero 30G needles, and the BD pen needles in intended use, technology,
principle of operation, materials and performance. For a detailed side by side comparison to
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807.87(h) 510(k) Summary (continued)

Nova Nordisk's NovoFineo needles and the BD needles cleared by the Agency, please see Table
1: Comparison to a legally marketed device. N/A is used where the documentation is considered
to be proprietary information of BD.

Materials in NovoTwist' 300 are identical to those in the NovoTwist® 320 Tip needles.
NovaTwist' needles consist of almost the same components and materials as N4ovoFinee
Autocover' 300 and NavoFine 32G Tip needles. A detailed side by side comrnson of the
materials in NovoTwiste300and 320GTip needles with those in the NovaFine needles is
presented in Table 2: Material description of NovoTwist®.

In conclusion, the difference between the NovoTwist® and the NovoFine® and BD Pen needles is
the attachment mechanism, and it does not raise any significant issues of safety and
effectiveness.
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Table 2 Material description of NovoTwist® needles:

Component NovoTwist' 30G and 32G Tip' NovoFinO Autocovert 30G2 NovoFine" 32G Tip
Manufacturing; site NMS Manufacturing site NMS Manufacturing site Nipro, Japan

1. The hub Polypropylene (PP) Polypropylene (PP) Polypropylene (PP)

Colon. White Color. Moplen BP54SR

Or Moplen 1*548R. White

Or RF365M0 Neutral

2. Glue Eccobond, 927-10-EF Eccobond, 927-10O-EF Eccobond 927-10-B

One component epoxy adhesive One component epoxy adhesive One component epoxy adhesive

Color Light yellow Color Light yellow Color. Light yellow

3. The inner cap Polyethylene (PE) N/A Polyethylene (P)

Color. Transparent

4. The outer cap Polypropylene (PP) Polypropylene (PP) Polypropylene (F?)

Color Transparent Blue Color Moplen EP548R

Or Moplen BP548R White

Or RF365M0 Neutral

5. The cannula Stainless steel Stainless steel Stainless steel

AISI 304/XISG 4305 AISI 304/JISG 4305 AJSI 304/JISG 4305

DIN-k~niame: X 5 CrNi 18 9 DIN-kuirzname: X5 CrNi 18 9 DIN-Ikurzmame: X 5 CrNi 1899

Ad 5. Lubricating oil MDX4-4159 MDX4-4159 MDX4-4159
for the patient needle Medical Grade Dispersion Medical Grade Dispersion Medical Grade Dispersion

(partly hardened silicone) (partly hardened silicone) (partly hardened silicone)

Ad S. Lubricating oil Medical Fluid Silicone Oil Medical Fluid Silicone Oil Medical Fluid Silicone Oil
for the back needle 12500 cSt 12500 cSt 12,500 eSt

6. The sealing paper/ Gas permeable sealing paper Gas permeable sealing paper Bactite 60K 43 g/m' coated with
protective tab 60 gl o sta seiizto 60 g/ for steam strlst Ps-l IS lacquer 6 g/M2 for

ethylene oxide sterilization

Note 1: See Figure 3 regarding the drawing of individual components.
Note 2: Some of the specific components and materials used for NovoFine Autocover 30G is not shown in the table as
they are related to the unique shield mechanism of prevention of needle stick injuries.
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807.87(h) 510(k) Summary (continued)

As required by Section 807.92(b).

(1) NON-CLINICAL TESTS:

NovoTwistlW 30( and i2d3rip needes have been subectd to mayo-lncltssthrouhu
tedkyelojpmentby ovo rdisR&2 ad t te compywi ;Q 11l608-2:2000 Pen-
injectors for medical use - Part 2: Needles -B ~ nnsand test methods.

Fveyeal~rototypegests with Novofwist needles were conducted to evaluate the
perfor _an-c andtmctonliyf the needles.

Seod Noows ede r ujcpto a final design verification test. The needle samples
tested are mn fctr s lzed,ckage dandlabelled on validatedequippme an Q reasd
in accordance vficGMP for medical Devices aso 13485a03Mmedical devices - quality
managemnptsytm R~emqenzsfor regulatory~prpe Il Te final design verification, test
consists of 34 mechanical and visual tests _(Appendix Dooijginal 5b suqsio) ameo

tkedeigveifctnttsedinciude the bubble leak test to ensure steriliy in
accrdance with9 1801607-1 '1006 Pakg- ortrial sterilized medical devices - Part 1:
R- uirem ent s fo-r materialstgerile arer systm-m4g n~stem; Freedom Rom dfects
inaccordance with 1S0786:1993 Steriehypodermcnee~dles for snluei. e. defect needle
pqPaketn-e-edle ~slioeon pain-ndnek bond bet weenih mba andn ne e- dle- tube an d
vialco ofqayo saig nsummary -the final de'versification test sapprts that
Novo~ws nelsmeet the specifie re eegntsad ht the neelescan be saftelyusdi
various real-life situations of handling and use according to Instructions for Use.

Third, shelf life test has been performed on final released NovoTwist 30G and 320GTip needles
in accordance with ISO I1 607-L2006 (feA np~pi 3 inthesubmission ofJie 10,201 09.

Fourh thie cnl andslicone ol. ar te nlyc6 copnet fthje nede mincontact withhumnn
tissue, and t~he composition of the cannula, and silicone oil of NovoTwise needles are identical to
that of Novoline" needles, the substantially equivalent device (see Table 2. Therefore we--
reference the biocoMpatbl~itY tests to those previously conducted forthe NovoFine" needlesi
accordance with ISO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation. and
testing within a risk management system which have been cleared by the Agecyc (seApni
Ein theoriginal 510(k) sumsso)

Finally, handling test d.usa lt es m rformned QsmAppendix Gi eoxiginal
submission).
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The NVOTwistieedles are mauatrdi codnewt urn Good Manufalcturing

Practices for Medical Devices.

(2) CLINICAL TESTS:

No clinical tests are required.

(3) CONCLUSIONS bRAWN FROM THE NOIN-CLINICAL AN~D CINICAL TESTS:-

Basd n kedesign eq~alecr dtefunctiona_ __

whih ae urrnty mxteedin heUniedStates. Differece between the devices do not rais

Mary Ann McElligatt, Ph-D. Date
Associate vice President, Regulatory Affairs
Nova Nordisk Inc.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

:4, ~ ~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administ-ation
10903 New Hampshire Avenue

IDocument Control Room -W066-0,609
Silver Spring, MD 20993-0002

JUN1820
Cindy Cao, Ph.D.
Senior Manager, Regulatory Affairs
Novo Nordisk Incorporated
100 College Road West
Princeton, New Jersey 08540-78 10

Re: K093109
Trade/Device Name: NovoTwist®b Needle, Models 30G x 8mm (1/3") & 32G Tip x
5mm (1/5")
Regulation Number: 21 CFR 880.5570
Regulation Name: Hypodermic Single Lumen Needle
Regulatory Class: II
Product Code: FMI
Dated: June 10, 2010
Received: June 11, 2010

Dear Dr. Cao:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH- does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CER Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 53 1-542 of
the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801),
please go to
http://www.fda~gov/AboutFDA/CentersOffices/CDIRH/CDRHOftices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification"
(21]CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CER Part 803), please go to
http://www.fda.gnov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH' s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-71 00 or at its Internet address
http://www.fda. rzov/MedicalDevices/ResourcesforYou/lndustrv/default.htm.

Sincerely yours,

C-Anthony D. watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use Statement

5 10(k) Number (if known) K093 109

Device Name: NovoTwist® needle

32G Tip x 5mm Disposable Needle

30G x 8mm Disposable Needle

Indications For Use: NovoTwisto needles are intended for use with pen
injector devices for the subcutaneous injection of
insulin, liraglutide and somatropin

Prescription Use _____ AND/OR Over-The-Counter Use ___X____
(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRiH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number K9 3 7

Novo Nordisk Inc. K093 109 Page 12


